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DEPARTMENT OF HE 

Food and Drug Administration 
Off ice of Policy, Planning, and 

5600 Fishers Lane 
Rockville, MD 20857 

Legislation HF-1 1 

JUN 2 u 2002 

Peter Barton Hutt, Esq. 
Covington & Burling 
1201 Pennsylvania Avenue, NW 
Washington, DC 20004-2401 

Re: Docket No. 98N-0583 

Dear Mi-. Hutt: 

17,2002, in which 

December 19,2001 (66 

14,2002)). 

Your petition rai 
issues, we intend to exercis 
for thirty days fiom the J 
follows: 

(1) regarding the last sent 
to the Food and Drug 
copying by FDA,” wi 
section SOl(e)(l) of the Federal 

(2) regarding 2 1 CFR 1.101 (b)(2). 
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2 Mr. Hutt 

Please be advised, however, that the exercise of enforcement discretion will pertain solely 
to the specific requirements as listed above. Affected parties m 
other requirements in 21 C 
sections 801(e) and 802 of 

ue to comply with the 
r exports under 

Sincerely, 

Associate Commissi 


